Feng, Shixia 


From: 


Cc: 

Subject: 


Feng, Shixia 

Monday, August 30, 2004 2:28 PM 
’Peggy Ruhn’ 

Brenda.Claassen; Feng, Shixia; Kinser, Robin D. 
RE: 1 -OHP Cross Validation 


Sensitivity: 


Confidential 



M02981 1-OHP 
J^K-MTR Comparis., 

Peggy, 

Attached is the statistical analysis results of the data. I did the this analysis 
according to your signed protocol and your SOP for "incongruous values" and flow chart for 
reasaay results (see attached emails from you). 

As you will see, after excluding one outlier which fell out of 3 x SD, the 95% Confidence 
Interval of the % Difference between Montreal and Lincoln was between 6.8 - 13.8%, which 
met the predefined acceptance criteria. This confirms that the Lincoln and Montreal 
Laboratories will provide equivalent analytical results. 

Best regards, 

Shixia 


Shixia, 

I have attached a copy of the signed protocol for the 1-OHP (MDS AA00499) cross-validation 
experiment. Also attached is the section from our SOP on "incongruous values". Please 
call me if you have any questions. 

Peggy 


-Original Message- 

From: Peggy Ruhn [raailto:Peggy.Rulin@mdsps.coml 
Sent: Friday, August 27, 2004 5:31 PM 
TO: Shixia,Peng; Peggy.Ruhn,- Shixia.Peng 
Cc: Brenda.Claassen 

Subject: Re: 1-OHP Cross Validation 
Sensitivity: Confidential 


Shixia, 

I have attached the revised document. I will show it to Joann on Monday and then send a 
signed copy to you. Please let me know if any further corrections are needed. 

Thanks, 

Peggy 


Peggy, 
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I filled the blanks you left for me and made a few minor changes using TRACK Change tool. 
If you agree, just accept the changes and send me the signed copy so we can move on. 

Do you think the analysis will be done by the end of this week? 

Shixia 


--Original Message--'- 

From: Peggy Ruhn [mailto:Peggy.Ruhn@mdsps.com] 

Sent: Monday, August 23, 2004 12:25 PM 
To: Shixia Feng 

Cc: Peggy Ruhn; Brenda Claassen 
Subject: 1-OHP Cross Validation 
Sensitivity: Confidential 

Shixia, 

The "rough" draft for the cross-site comparison of 1-OHP for the K6 ST study (MDS AA02981) 
is attached. Please complete the statistical part and let me know if you want any other 
changes. 

Thanks, 

Peggy 

Peggy Ruhn, Ph.D. 

Bioanalysis Principal Investigator 
MDS Pharma Services 
621 Rose St. 

Lincoln, NE 68502 
Peggy.Ruhn@mdsps.com 
(402) 437-1181 
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